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Food and Drug Administration, HHS § 888.1500 

for commercial distribution the device 
when: 

(a) The device is intended for a use 
different from the intended use of a le-
gally marketed device in that generic 
type of device; e.g., the device is in-
tended for a different medical purpose, 
or the device is intended for lay use 
where the former intended use was by 
health care professionals only; 

(b) The modified device operates 
using a different fundamental sci-
entific technology than a legally mar-
keted device in that generic type of de-
vice; e.g., a surgical instrument cuts 
tissue with a laser beam rather than 
with a sharpened metal blade, or an in 
vitro diagnostic device detects or iden-
tifies infectious agents by using 
deoxyribonucleic acid (DNA) probe or 
nucleic acid hybridization technology 
rather than culture or immunoassay 
technology; or 

(c) The device is an in vitro device 
that is intended: 

(1) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of 
immunohistochemical devices; 

(2) For use in screening or diagnosis 
of familial or acquired genetic dis-
orders, including inborn errors of me-
tabolism; 

(3) For measuring an analyte that 
serves as a surrogate marker for 
screening, diagnosis, or monitoring 
life-threatening diseases such as ac-
quired immune deficiency syndrome 
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or 
to monitor therapy; 

(4) For assessing the risk of cardio-
vascular diseases; 

(5) For use in diabetes management; 
(6) For identifying or inferring the 

identity of a microorganism directly 
from clinical material; 

(7) For detection of antibodies to 
microorganisms other than 
immunoglobulin G (IgG) or IgG assays 
when the results are not qualitative, or 
are used to determine immunity, or the 
assay is intended for use in matrices 
other than serum or plasma; 

(8) For noninvasive testing as defined 
in § 812.3(k) of this chapter; and 

(9) For near patient testing (point of 
care). 

[65 FR 2321, Jan. 14, 2000] 

Subpart B—Diagnostic Devices 

§ 888.1100 Arthroscope. 
(a) Identification. An arthroscope is 

an electrically powered endoscope in-
tended to make visible the interior of a 
joint. The arthroscope and accessories 
also is intended to perform surgery 
within a joint. 

(b) Classification. (1) Class II (per-
formance standards). 

(2) Class I for the following manual 
arthroscopic instruments: cannulas, 
currettes, drill guides, forceps, gouges, 
graspers, knives, obturators, 
osteotomes, probes, punches, rasps, re-
tractors, rongeurs, suture passers, su-
ture knotpushers, suture punches, 
switching rods, and trocars. The de-
vices subject to this paragraph (b)(2) 
are exempt from the premarket notifi-
cation procedures in subpart E of part 
807 of this chapter, subject to the limi-
tations in § 888.9. 

[52 FR 33702, Sept. 4, 1987, as amended at 61 
FR 1124, Jan. 16, 1996; 66 FR 38815, July 25, 
2001] 

§ 888.1240 AC-powered dynamometer. 
(a) Identification. An AC-powered dy-

namometer is an AC-powered device in-
tended for medical purposes to assess 
neuromuscular function or degree of 
neuromuscular blockage by measuring, 
with a force transducer (a device that 
translates force into electrical im-
pulses), the grip-strength of a patient’s 
hand. 

(b) Classification. Class II. 

§ 888.1250 Nonpowered dynamometer. 
(a) Identification. A nonpowered dyna-

mometer is a mechanical device in-
tended for medical purposes to measure 
the pinch and grip muscle strength of a 
patient’s hand. 

(b) Classification. Class I. The device 
is exempt from the premarket notifica-
tion procedures in subpart E of part 
807. 

§ 888.1500 Goniometer. 
(a) Identification. A goniometer is an 

AC-powered or battery powered device 
intended to evaluate joint function by 
measuring and recording ranges of mo-
tion, acceleration, or forces exerted by 
a joint. 
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(b) Classification. (1) Class I (general 
controls) for a goniometer that does 
not use electrode lead wires and pa-
tient cables. This device is exempt 
from the premarket notification proce-
dures of subpart E of part 807 of this 
chapter subject to § 888.9. 

(2) Class II (special controls) for a go-
niometer that uses electrode lead wires 
and patient cables. The special controls 
consist of: 

(i) The performance standard under 
part 898 of this chapter, and 

(ii) The guidance entitled ‘‘Guidance 
on the Performance Standard for Elec-
trode Lead Wires and Patient Cables.’’ 
This device is exempt from the pre-
market notification procedures of sub-
part E of part 807 of this chapter sub-
ject to § 888.9. 

[65 FR 19319, Apr. 11, 2000] 

§ 888.1520 Nonpowered goniometer. 

(a) Identification. A nonpowered goni-
ometer is a mechanical device intended 
for medical purposes to measure the 
range of motion of joints. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 888.9. 

[52 FR 33702, Sept. 4, 1987, as amended at 66 
FR 38815, July 25, 2001] 

Subpart C [Reserved] 

Subpart D—Prosthetic Devices 

§ 888.3000 Bone cap. 

(a) Identification. A bone cap is a 
mushroom-shaped device intended to 
be implanted made of either silicone 
elastomer or ultra-high molecular 
weight polyethylene. It is used to cover 
the severed end of a long bone, such as 
the humerus or tibia, to control bone 
overgrowth in juvenile amputees. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 888.9. 

[52 FR 33702, Sept. 4, 1987, as amended at 61 
FR 1124, Jan. 16, 1996; 66 FR 38815, July 25, 
2001] 

§ 888.3010 Bone fixation cerclage. 

(a) Identification. A bone fixation 
cerclage is a device intended to be im-
planted that is made of alloys, such as 
cobalt-chromium-molybdenum, and 
that consists of a metallic ribbon or 
flat sheet or a wire. The device is 
wrapped around the shaft of a long 
bone, anchored to the bone with wire 
or screws, and used in the fixation of 
fractures. 

(b) Classification. Class II. 

§ 888.3015 Bone heterograft. 

(a) Identification. Bone heterograft is 
a device intended to be implanted that 
is made from mature (adult) bovine 
bones and used to replace human bone 
following surgery in the cervical region 
of the spinal column. 

(b) Classification. Class III. 
(c) Date PMA or notice of completion of 

a PDP is required. As of May 28, 1976, an 
approval under section 515 of the act is 
required before this device may be 
commercially distributed. See § 888.3. 

§ 888.3020 Intramedullary fixation rod. 

(a) Identification. An intramedullary 
fixation rod is a device intended to be 
implanted that consists of a rod made 
of alloys such as cobalt-chromium-mo-
lybdenum and stainless steel. It is in-
serted into the medullary (bone mar-
row) canal of long bones for the fixa-
tion of fractures. 

(b) Classification. Class II. 

§ 888.3025 Passive tendon prosthesis. 

(a) Identification. A passive tendon 
prosthesis is a device intended to be 
implanted made of silicon elastomer or 
a polyester reinforced medical grade 
silicone elastomer intended for use in 
the surgical reconstruction of a flexor 
tendon of the hand. The device is im-
planted for a period of 2 to 6 months to 
aid growth of a new tendon sheath. The 
device is not intended as a permanent 
implant nor to function as a replace-
ment for the ligament or tendon nor to 
function as a scaffold for soft tissue 
ingrowth. 

(b) Classification. Class II. 
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